Background: The Regaining Confidence after Stroke (RCAS) course was designed to facilitate adjustment for people with stroke discharged from rehabilitation. The aim of the trial was to evaluate the feasibility of conducting a randomised trial to compare a RCAS course with usual care. The rates feasibility of screening and recruitment, rates of consent and retention, acceptability of outcome measures and the acceptability and fidelity of the intervention were evaluated.
Introduction
There are currently 1.2 million people in the UK living with a disability after stroke, with direct costs to the National Health Service of around 1.7 billion [1] . One in five stroke survivors in the UK reports the emotional impact of stroke is hard to deal with [1] and emotional support after a stroke is a common unmet need [2] . Confidence, a component of emotional impact, is important to stroke survivors; they reported 'finding the best ways to improve confidence' as a stroke research priority [3] . Low confidence often leads a fear of going out [4] , reduced social function [5, 6] and reduced activity, linked to low mood [7] . These factors often impact on a stroke survivor's ability to adjust and cope with the consequences of stroke. National policy guidelines indicate there is insufficient evidence for psychological therapies that show clinical and cost-effectiveness [8] . If stroke survivors are to be enabled to lead active and meaningful lives after their stroke, this evidence needs to be developed.
Programmes designed to enhance confidence and strengthen the belief in one's capability have shown to be effective in improving quality of life [9] . Further evidence to confirm these findings is needed, and uncertainty about how best to deliver these interventions is a recognised gap in the literature [9] . The Regaining Confidence after Stroke course was developed by a clinical psychologist working in stroke services to facilitate psychological adjustment after stroke, drawing on a range of psychosocial approaches, including social learning theory [10] , behavioural activation [11] and the cognitive theory of depression [12] . The RCAS course aims to address low mood and confidence; therefore, measures of mood, confidence and activity were included to assess outcomes.
The course follows a structured manual and is delivered in groups weekly for 11 weeks. The focus of the course is on adjusting and coping after a stroke, and the content of the published manual includes setting realistic targets, solving common problems and utilising support. The RCAS course was initially delivered by a clinical psychologist [13] , but training was provided for other health care professionals and the manual recommends that the course can be delivered by a person who has at least one year of experience of working in stroke services, or a stroke survivor who has previously attended the course. Having two facilitators per group was also recommended. The RCAS manual recommends the course is delivered to groups of between eight and 12 people, fewer if there are additional communication support needs.
Treatment fidelity is the degree to which a treatment is implemented as intended (treatment integrity) and whether the treatment being evaluated differs from other treatments or the control condition (treatment differentiation) [14] . Dumas et al. [15] distinguished between content fidelity, what was done, and process fidelity, the way it was done. Content and process fidelity were therefore examined.
The aim of this study was to determine whether the RCAS course could be evaluated in a randomised controlled trial. The specific questions were as follows: 
Methods
We conducted a parallel group two-arm feasibility randomised controlled trial with 1:1 allocation in a single centre, comparing an 11-week RCAS course in addition to usual care with usual care alone. Ethical approval was received by the National Research Ethics Service Committee East Midlands, Nottingham 1 (12/EM/0319). The design of the study was informed by CONSORT guidance [16] , see Additional file 1. Stroke survivors were identified through three sources:
A large acute hospital, stroke database. Potential participants were sent invitation letters if they had been discharged in the last two years and were registered with a general practitioner in the geographical area covered by the trial. A large community stroke rehabilitation provider sent invitation letters to stroke survivors who had used the service within the previous two years. Community stroke service rehabilitation assistants invited potential participants at the point of discharge from routine rehabilitation.
The letters included a tear-off slip with contact details of potential study participants which were returned to the research team in a stamped addressed envelope. An email or phone call was also acceptable.
All responses were followed up by researchers (KH/JS) who screened potential participants for inclusion by telephone. The inclusion criteria were as follows:
A clinical diagnosis of stroke within two years Discharged from all National Health Service rehabilitation therapies Not involved in trials of other psychological interventions Had not previously attended an RCAS course Those who met the inclusion criteria were then posted a copy of the patient information sheet (PIS) and visited by a research assistant (JS) to obtain written consent. They were then further assessed for eligibility. The exclusion criteria were as follows: Score < 10 on the Barthel index [17] so that participants would be sufficiently independent to cope in a group setting Score < 8 on the Sheffield Screening test for Acquired language Disorders [18] so that participants would be able to understand the material presented and take part in group discussions Unable to speak English Unable to give informed consent Baseline measures were then administered to those who were eligible for the study by the research assistant.
Responses were recorded in a questionnaire booklet by the research assistant or participants could complete the booklet themselves. The following data were collected:
Participant characteristics, including age, gender and number of months since stroke General health information and living arrangements were recorded to ensure that the group leader had sufficient participant information to run the intervention safely. Level of psychological distress using the General Health Questionnaire 30-item version (GHQ-30) [19] . This is a measure of general levels of psychological distress which has previously been found to be responsive to the effects of psychological interventions after stroke [20, 21] and in other conditions using similar interventions [22] . Level of confidence using the 53-item Confidence after Stroke Measure (CaSM) [23] . This measure was chosen as it specifically developed to assess confidence after stroke as there were no previous measures available, but responsiveness to treatment has not previously been assessed. Performance in instrumental activities of daily living using the Nottingham Extended Activities of Daily Living scale (NEADL) [24] . This is a commonly used measure of outcome in stroke rehabilitation trials. Ability to use appropriate coping strategies using the Coping Orientation for Problem Oriented Experiences [COPE] inventory [25] . This was selected as the focus of the intervention was on teaching coping strategies.
Participants were asked if they would like their carer to be invited to the study, as three sessions were designed to include carers' attendance. Participant information sheets were sent in advance and carers were visited at home to obtain written consent.
Carers completed a questionnaire booklet including the following:
Level of carer strain using the Carer Strain Index [26] Level of psychological distress using the GHQ-30 [19] Help with completing questionnaires was offered on request.
Randomisation
A study ID was allocated to those who gave consent. The recruiting researcher contacted an independent researcher, who held a computer-generated allocation sequence, to determine the group to which the participant had been randomised. This was to ensure allocation concealment from the recruiting researcher. Carers were allocated to the same group as the stroke participant they cared for.
Control and intervention group
Stroke survivors allocated to both the control and intervention groups had access to clinical services as usual. Typically, usual care after discharge from stroke rehabilitation community services was provided by Stroke Association support groups and social care services.
Stroke survivors allocated to the intervention group were invited to attend a weekly RCAS course for 11 weeks in addition to usual care. When there were a minimum of eight, the participants were allocated to the intervention to form a group and were contacted to start the course. Intervention was delivered in a community venue. A taxi was provided on request. The sessions were delivered by an assistant practitioner (JS). She had worked for more than one year in stroke rehabilitation, with experience of leading stroke therapy groups and was supported by an assistant psychologist (KM) [13] . Carers were invited to attend sessions one, six and eleven, in accordance with the manual.
The sessions followed the published RCAS manual (Townsend 2009 ) and were the following: Attendance at sessions and reasons for non-attendance were recorded.
To assess the fidelity of the intervention, group sessions were video recorded. A checklist was used to determine the correspondence between the intervention delivered and the manual (content fidelity). Two independent researchers (AL/CS) examined the video data and coded the content. General criteria were marked on a 3-point scale 0 (not met), 1 (partly met) or 2 (fully met). The aspects considered were the following:
1. Outlined aims and running order of the session 2. Kept on topic 3. Kept the atmosphere light 4. Managed the whole group well 5. Dealt with emotional patients in the correct manner 6. Closed well and answered any questions the patients may have
Session-specific criteria were scored as 0 (not met) or 1 (met). An example is shown below:
Session three
1. Begin with progress report on problems identified at the last meeting 2. View "Where are they now?" 3. Share expectations people had of recovery at different points and emphasis that they alter with time 4. View "At work" and "Leisure" and discuss 5. Discuss areas group members want to achieve more in, set task.
If 75% or more of the components were delivered in each session, it was assumed the intervention was delivered as intended [27] .
In addition, to assessing the process fidelity, an independent clinical psychologist reviewed the video recordings and made observations in process notes. The videos and process notes were examined by a second clinical psychologist, a consensus was reached and a summary generated.
Outcomes
At three and six months after random allocation, participants and carers were sent a questionnaire booklet to complete and return by post. The participant booklet included the NEADL, COPE, GHQ-30 and CASM. The carer booklet included the CSI and GHQ-30.
Participants (n = 13) in the first two groups receiving the RCAS course were invited to be interviewed by research associates who did not deliver the intervention (KH/KS), prior to the collection of follow up data. Interviews were conducted in the participants' own home. The interviews were audio recorded and transcribed verbatim. A topic guide was developed from the literature and revised by steering group members, expert stroke rehabilitation researchers, clinicians and a stroke champion.
One key question was asked:
Tell me about what you thought about the Regaining Confidence after Stroke Course?
The aim was to illicit in-depth data and to use minimum prompts so as not to lead participants, and to allow open responses. Prompts were used to guide participants if needed. Topics explored included any positive content, negative content, potential changes to content/study processes, effect on mood, confidence, social identity and the importance of social context.
Sample size
The target sample size was 60 participants, based on the upper limit recommended for feasibility studies [28] . This number would be sufficient for four RCAS groups with 6-8 participants in each group [13] .
Statistical analysis
Data were analysed using SPSS (version 21). As this was a feasibility study, the main analysis focussed on descriptive statistics which were computed for each group. Response rates for returned questionnaires were calculated separately for each group. Rates of missing data were calculated for each outcome measure.
Qualitative analysis
Interview data was analysed thematically, using a framework analysis approach [29] . NVivo (V.10) software was used to code the data and to explore emergent themes across the dataset. Understanding participant's experience of participating in a confidence course was explored. Barriers and facilitators of attending the course were coded, analysed and themed, by the primary researcher (KH). Carers were not interviewed, but participant's views of carers being invited to attend selected sessions were explored.
Results

Recruitment
The flow of participants through the study is shown in the flow diagram (Fig. 1 ).
Letters were sent to 640 potential participants using three different methods. The lowest response rate was from the acute hospital stroke register (11%) and the best from face-to-face community stroke service invitations (65%). Of the 93 potential participants, 46 (49%) were excluded and 47 (51%) participants agreed to be included. This resulted in 78% of the recruitment target of 60 being achieved in the one year recruitment period (June 2013 to August 2014).
Following randomisation, 22 participants were allocated to the intervention group and 25 to the control group. However, before the intervention began, one died and another did not wish to continue with the study, resulting in outcomes being requested from 20 participants in the intervention group. Eleven carers were recruited, ten women and one man, seven from the intervention group and four from the control group, Participant characteristics at baseline are presented in Table 1 .
The groups were well balanced at baseline. The mean time between randomisation and starting a group was 37.5 days (SD 21.5, range 6-80). The mean attendance was 7.8 sessions (SD 2.4, range 4-11). Four (20%) intervention participants attended all 11 sessions, but 13 (65%) participants attended 8 or more sessions.
The total number of possible attendances was 220 (20 participants × 11 sessions). There were 77 (35%) missed sessions. Sessions were missed by 16 (80%) participants. The reasons are shown in Table 2 . The most common reason for non-attendance was medical reasons.
Three out of the seven carers attended all three sessions (43%). Reasons for non-attendance were not collected but non-attendance coincided with non-attendance from the participant. Withdrew from study 1 11 Fidelity Nineteen (43%) of the 44 intervention sessions were recorded. The results are presented in Table 3 . On the general criteria, topic compliance, light atmosphere, group management and emotional patients managed all achieved 75% or more compliance with the manual. Compliance was lower in outline of aims (53%) and answered questions (42%).
The summary of the process notes produced by the clinical psychologists identified that participants engaged well with the sessions, with the exception of one dominant member in one session. Peer support was evident in each session. Group leaders demonstrated skills and experience that facilitated this engagement and were confident recommending practical solutions to problems. However, there were limitations of psychological knowledge and experience. This was evidenced by missed opportunities to explore thoughts, feelings and emotions, in six out of the eight sessions.
Outcome data
The return rate for questionnaires is shown in Fig. 1 .
The mean frequency of missing data at follow-up is presented in Table 4 . This showed that missing items were highest on the COPE and lowest on the NEADL.
The outcomes at three and six months are shown in Table 5 .
The outcomes at 3 months were used to calculate the required sample size for a future trial. Given these differences between the groups, with a power of 80% and a significance level of 5%, 378 participants are required using the GHQ, 520 using the NEADL and 1342 using the CASM.
Acceptability
Eight (73%) participants consented to be interviewed. The mean length of the interviews was 24.47 min (SD 19.83). Six key themes were identified: group dynamics, group leader, group delivery, mood and confidence, perceived group benefits and potential barriers.
Group dynamics
A difference of opinion on the optimum group size was noted. One participant described ten as being preferable to small groups, whilst others preferred eight or fewer. Benefits for both large groups and small groups were described. Strong peer support within the group created opportunities to talk through problems and feelings with people who have experienced similar challenges.
To hear other people, I found that so supportive. It was somewhere to go and meet people. We could sit and tell each other. (1005) We were strangers then we got to know each other...you'd blend in like a jigsaw puzzle.....It reminded me of a family gathering. (1004) However, gender imbalance was described as being an issue for one man, as he was the only male in the group.
Group leader
The group leader was described in positive terms, professional, expert and good at her job. Knowledge of stroke and experience of leading a group appeared to be vital components of positive experiences being described by the group.
(She is) a real good man manager....she really knows how to work people.....she knows how to put a question to draw the best out of you. (1006) She were brilliant talking to us, putting us minds at rest in lots of ways. She gave you confidence. (1026) Participants described the course leader's knowledge and trust in her ability. These key factors appeared to contribute to the groups' acceptability.
Group delivery
The frequency and length of sessions were not explored in depth; however, one described the frequency as appropriate, and another would have preferred a longer course:
The content of the course was described in positive terms, such as 'helpful' , 'refreshing 'and 'varied'.
I liked the idea of giving us some things to think about for the week and writing it down in a folder then dissecting it the following week. (1006) (18) 4 (16) 5 (28) 1 (6) 5 (36) 3 (19) CaSM 2 (9) 3 (12) 7 (39) 2 (12) 8 (57) Too much discussion was not appreciated by one participant.
We all compared notes each week-it was alright sitting talking about things but I wanted to get on and do things, for myself. (1019) The content of the course was well received, and participants described overall individual benefit. Practical issues, such as the taxi not arriving, impacted negatively on participant experience.
Confidence and mood
There were positive effects on both confidence and mood. 
Perceived benefits
There was a reported sense of loss when the groups ended, and positive language was used when describing the benefits: 'enjoyed it' , 'well worth going to' , 'brilliant course' and 'it was all amazing'. Participants reported increased activity as a result of the course.
It made me think I'm going to go out for a walk and I've been doing it, going out on my own. (1013) Going to those classes opened up a big world for me, it has given me a hell of a lot to aim for. I aimed for a goal each time and I have achieved quite a lot up to now. (1005) The educational benefits were described:
You were learning whilst you was talking. Reflecting on this learning, 'writing down feelings' and 'thinking differently about things' were described.
Key facilitators
Group cohesion and peer support were described as being factors in motivating stroke survivors to attend and return to the group sessions. Feeling part of something as opposed to feeling isolated helped members feel they were giving as well as receiving. Easy accessibility of a community venue facilitated attendance. The knowledge of stroke demonstrated by the group leader was considered an essential skill. Natural ability to facilitate a group was observed and encouraged participation in the sessions. Articulating not wanting the course to end suggested participants found the experience acceptable.
Potential barriers
The key barrier was transport problems to the venue, and this may have impacted on attendance. Gender balance, personality and levels of disability influenced group dynamics.
Discussion
The primary aim was to evaluate the feasibility of undertaking a randomised trial, comparing the Regaining Confidence after Stroke Course with usual care. The trial was feasible but some aspects could be changed in a future trial.
It was feasible to recruit participants with stroke from the community. Face-to-face recruitment from a large community stroke service resulted in better recruitment than postal invitations. Evidence from recent studies [21] [22] [23] suggests mistrust, failing to see personal benefits and travel time to participate, and led to lack of engagement in trials. A face-to-face approach is more likely to be successful. Telephone reminders, as a follow-up to postal invitation, may also have a positive effect on recruitment [30] . In addition, good communication methods and training of recruiters [31] may increase recruitment rates. Therefore, a future trial would rely on personal contact for recruitment, if possible, with telephone reminders for any postal invitations.
The intervention was successfully delivered, and results suggested that it might benefit people with a stroke. The typical NHS provision for self-management group interventions is six weekly sessions [32] . Although a recent systematic review reported the dose of selfmanagement programmes ranged from four weeks to six months [9] , the authors highlighted a gap in knowledge of the optimal timing of such interventions. A six week course could be more aligned to the current NHS provision. Qualitative findings suggested that evaluating a shorter course that would reduce costs may be appropriate. However, there is no evidence to conclude whether a shorter course would have an equivalent benefit. Shortening the course to six sessions would need to be explored prior to an evaluation of effectiveness.
The study aimed to recruit a minimum of eight members to each group as eight-12 were recommended in the manual, less with additional support needs. However, two dropouts in groups one and two, prior to starting the course, and time limitations at the end of the study resulted in a minimum of six members in two groups. Size was explored within the qualitative data, and the findings indicate that the smaller groups were acceptable. Attendance at sessions was good and comparable to other group psychological interventions [33, 34] . Health issues, medical appointments, hospital admissions and problems with travel impacted on attendance. The qualitative data supported the acceptability of the intervention: participant's reported positive experiences of attending the group.
Only 11 (23%) participants had carers willing or able to attend sessions, but these carers showed good attendance. Interviews with carers would have elicited more details of the acceptability of the intervention for carers.
Assessment of the content fidelity of the intervention suggested good compliance with the content of the manual. However, not all sessions were recorded, for reasons that are unclear. Further training of the course leader may be necessary to ensure good compliance with general aspects of delivering the group. The evaluation of process fidelity highlighted that whilst the group leader was confident recommending practical solutions to problems, she lacked skills in recognising and addressing psychological and emotional issues. This has previously been identified as a problem for those working in stroke services [35] and highlights the need for specific training in psychological problems after stroke. The manual was developed by an experienced clinical psychologist, and the RCAS course has often been delivered by clinical psychologists in stroke services. Because they are already well trained to recognise and deal with emotional problems, this aspect of the intervention may not have been adequately emphasised in the manual when recommending that the course can be delivered by other health care professionals. It is therefore important that adequate initial skill training and ongoing supervision are embedded in future trials.
There was a high loss to follow-up over time. Whilst these rates are similar to some stroke rehabilitation trials [36, 37] , strategies to improve completion rates are recommended for future trials. These include telephone prompts for those who fail to return questionnaires and face-to-face visits [38] . In addition, it would be possible to offer the option of completing questionnaires online rather than returning them in the post.
The outcome measures were assessed for appropriateness. The COPE had 60 items and demonstrated the most missing data. Although the items seem appropriate, this measure was problematic to analyse as it has 15 separate domains. Further work on the psychometric properties of the scale is needed before it is used as an outcome measure. It might however be useful as a baseline to highlight positive and negative coping strategies, which could be discussed during group sessions. The CaSM was also lengthy (53 items) and was used because it was, at the time of the study, the only known measure of confidence that was specific to stroke. However, a shortened 27-item version is now available [23] with evidence of validity and reliability.
The GHQ-30, had the least missing data; however, there is a shorter version, the GHQ-12, that has comparable psychometric properties without losing sensitivity [39] . The shorter version includes an item, important for this study: 'Have you recently been losing confidence in yourself?' The results suggested that using the shorter versions of the GHQ and CaSM [23] may improve the completeness of outcome data. The NEADL and CSI demonstrated good completion rates and could be used in a future trial.
The qualitative study was limited to interviews with the intervention group, exploring barriers and facilitators of attending the group. This component of the study would have been strengthened by interviewing both groups and exploring the acceptability of study procedures.
Conclusion
This study provides evidence that evaluating the Regaining Confidence after Stroke course in a future trial is feasible. However, some aspects of the design need modifying. Face-to-face recruitment should be used whenever possible. A shorter RCAS course may be better in line with current NHS provision and therefore more likely to be implemented if found to be effective. Postal outcome data collection could be improved by the availability of help with completing questionnaires if needed. The GHQ-12 would be recommended as a primary outcome in a definitive trial as it will fit with existing meta-analyses and has an established track record. The CaSM-27 and NEADL would be suitable secondary outcome measures to identify any benefits of the intervention. Training of group facilitators in low-intensity psychological interventions, with regular supervision, ideally from a clinical psychologist, would enhance the delivery of the course.
The participants reported benefits of attending the sessions and indicated acceptability of the course. Implementing these recommendations would make it feasible to conduct a phase II trial to assess the effectiveness of the intervention and would build the evidence for group psychological therapies after stroke.
